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Abstract

In response to the incremental creation of an expansive constitutional right to health in Costa Rica, the
country’s rights-friendly constitutional chamber of the Supreme Court (known as the Sala IV) unleashed
aflood of litigation for medications, treatments, and other health care issues. This development was met
by widespread criticism from within the health sector, which complained that the court’s jurisprudence
routinely elevated the right to health above financial considerations, thus posing a threat to the financial
well-being of the state-run health care system.* Further, a 2014 study by Ole Frithjof Norheim and
Bruce Wilson examining successful health rights litigation revealed that more than 70% of favorable
rulings were for low-priority medications, suggesting a lack of fairness in access to medications in
Costa Rica.? To address some of these criticisms, the Sala IV initiated a partnership in 2014 with the
Cochrane Collaboration to incorporate medical expert evaluations into its decision-making process
for claims seeking access to medications. This article examines the court’s reformed decision-making
process to determine whether the increased reliance on medical expertise has changed health rights
jurisprudence. We reviewed all medication claims from 2016 and classified the successful cases into four
groups using standard priority-setting criteria. We then compared these results with rulings issued in
2008, prior to the court’s reform (and the year analyzed in Norheim and Wilson’s study). Our analysis
reveals that under the court’s new rules, the probability of winning a medication lawsuit has increased
significantly; moreover, the percentage of rulings granting experimental medications has declined while
the percentage granting high-priority medications has increased. Based on these results, in comparison
to the court’s pre-reform jurisprudence, we can tentatively conclude that the new process has led to some
minor gains in fairness.
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Introduction

Starting in the mid-1990s, many Latin American
countries witnessed an increased use of litigation
to claim access to medical procedures and medi-
cations.? This judicialization of health care made
courts “key actors of health policy” and generated
an apparent conflict between two ethical impera-
tives: fair, efficient health spending priorities and
individuals’ health rights.+ The rapid increase in lit-
igation for health rights was met by criticism from
some national health system leaders who claimed
that court decisions distorted their budgets, un-
dermined the ability of national health systems
to rationally allocate scarce resources, impaired
the overall performance of health systems, and
undermined these systems’ solvency.s Magistrates
often pushed back, stating that court intervention
is justified when “administrative inefficiencies or
prioritization processes of health services fail to
protect an individual’s right” and rejecting the idea
that “access to care should be determined by the
price mechanism.”

While the judicialization of health care became
a reality in many countries around the world, one
court in particular came under intense criticism for
its health rights jurisprudence: the Constitutional
Chamber of the Supreme Court of Costa Rica (Sala
Constitucional or Sala Cuarta, commonly written
as Sala IV)” Costa Rica’s state-owned and -fund-
ed health care system, administered by the Costa
Rican Social Security Fund (Caja Costarricense
de Seguro Social, commonly referred to as the
Caja), loudly and frequently complained that Sala
IV health rights decisions harmed its capacity to
manage the health system’s resources in a fair and
efficient manner and that the magistrates lacked
the medical training and knowledge necessary
to issue rational, medically informed health-re-
lated rulings.® Two of this paper’s authors made
an earlier contribution to this ongoing debate on
ballooning health rights litigation.® Using standard
priority-setting criteria, we examined the technical
aspects of the court’s decisions in order to evalu-
ate whether these decisions led to more fairness
in access to medications. We found that in 2008,
over 70% of the court’s decisions favoring litigants’

claims were for medications classified as “low
priority,” while less than 3% of the decisions were
for medications classified as “high priority” (these
criteria are explained further below).

While that article did not address the financial
impact of medication claims or non-medication
health rights claims (which include requests for
access to clinics or to treatments such as surger-
ies), or the suitability of health rights litigation, it
concluded that in the case of Costa Rica, litigation
does not necessarily lead to more fairness in access
to medication. We noted that Sala IV magistrates,
while strongly defending their constitutional right
to decide health rights cases, were cognizant of
the criticism leveled at the court’s lack of medical
expertise and its deference to the opinions of claim-
ants’ treating doctors. As a result, the court, with
the support of the World Bank Institute, sought
to expand its access to medical expertise through
a technical cooperation agreement with the Co-
chrane Collaboration. The goal was to add a new
layer of independent medical expert assessment
that could inform and improve the fairness of Sala
IV decisions on medication cases.” It is the devel-
opment of this new process currently used by the
court in the deliberation of health rights litigation
that is of interest here. We analyze whether the new
process involving outside medical expertise has
improved the court’s health rights jurisprudence
using priority-setting criteria. Little is known about
the potential impact of medical expert assessment
on jurisprudence and priority setting for new med-
ications in any country. This article examines this
new process in Costa Rica and compares successful
health rights litigation claims for medications be-
fore (2008) and after (2016) the reform.

The article proceeds as follows. We first con-
textualize and describe the Costa Rican health
care system, how it became judicialized from the
mid-1990s onward, and how the Sala IV created
an explicit constitutional right to health and gave
little consideration to the economic impact of its
decisions. We then detail the Sala IV’s process for
deciding medication cases that developed over
two decades prior to the initiation of the court’s
reformed decision-making process, which includes
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an additional layer of expert medical opinion. Next,
we examine the impact of the new process through
a priority-setting evaluation of all 108 medication
cases decided by the Sala IV in 2016 (the only full
year under the rules of the new process), which al-
lows us to better understand who benefits and how
much they benefit compared to other patients." We
then compare these priority-setting results with
those of the pre-reform process outlined in Norhe-
im and Wilson’s 2014 study. Lastly, we present our
conclusions concerning the impact of the Cochrane
Collaboration and the new layer of expert opinion
on the Sala IV’s medication-related jurisprudence
and suggest areas of future research to further in-
vestigate the impact of the judicialization of health
care in Costa Rica and beyond.

Costa Rica

Costa Rica is a small, upper-middle-income, largely
urban Central American country, with a population
of approximately 4.9 million. The country has long
stood out as one of the most democratic countries
in the Americas for its universal adult franchise
and free and fair elections held every four years
without interruption or challenge since 1953. The
country enjoys an expansive public welfare system
that includes education, insurance, pensions, and a
well-funded public health system that received 6.8%
of the gross domestic product (GDP) in 2014, which
is among the top 30 highest state expenditures on
public health in the world and almost double the
Latin American average.* The country also has
some of the highest social indicator values in Lat-
in America, including a very high life expectancy
(79.6 years), a Human Development Index score of
0.776 (66th highest in the world), and a low poverty
rate (20.5%).* A region-wide United Nations report
notes that Costa Rica is one of only two countries in
the Americas with “optimal access” to basic med-
ications and enjoys almost universal health care
coverage.'

Courts and health rights

The judicialization of health in Costa Rica was

FOCUS ON LATIN AMERICA, 79-91

therefore not a response to an ineffectual, ineffi-
cient health care system. Rather, it took place in the
context of a well-functioning, effective, universal
health care system that facilitated the attainment
of impressive health statistics. Litigation claiming
a right to health care began to emerge slowly in
the mid-1990s and then expanded very rapidly in
the late 1990s, and was sparked by two consecutive
events: First, a judicial reform in 1989 created a
constitutional chamber of the Supreme Court (the
Sala IV), which opened a very accessible legal are-
na allowing anyone to approach the court to seek
protection of his or her rights. Second, the inabil-
ity or unwillingness of the public health system to
respond to the HIV/AIDS epidemic in the 1990s
pushed people living with HIV and AIDS to use the
newly created court to seek medical help; this was a
response to the public health care system’s routine-
ly voiced argument that antiretroviral medications
were not a cure, were too expensive, and should not
be provided.”

The creation of the Sala IV and its profound
impact on the country’s polity has been covered
extensively elsewhere.” In short, it was a watershed
event that transformed the country’s superior court
from a dormant institution that exercised little
oversight of the other branches of government and
had little interest in hearing cases on individuals’
constitutional rights into one of the most powerful
and assertive courts in the Americas.” Once it was
rolled out in late 1989, the Sala IV immediately dis-
carded the Supreme Court’s strict legal formality
and accepted amparo cases (writs of protection)
from anyone in the country regardless of that per-
son’s age, sex, income, nationality, or ethnic origin.
Filing a case before the Sala IV requires no lawyers,
no fees, and very few hurdles. The court renders
decisions quickly, and its decisions are binding
on all people and institutions, with the exception
of the court itself. The speed with which the court
became a logical and recognizable venue to chal-
lenge perceived injustices is illustrated in Figure 1:
the Sala IV’s caseload increased from fewer than
2,300 cases in 1990 (its first full year of operation)
to almost 20,000 in 2014, before settling at approxi-
mately 18,000 cases per year thereafter. Individuals
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using the simple, low-cost writ of amparo account
for more than 80% of all cases before the Sala I'V.>
In the court’s early years, health rights cases
were not part of its rapidly expanding docket. This
was in part because the health system functioned
well and, perhaps more importantly, because the
Constitution lacked an explicitly encoded right to
health. Yet, over the years, the court gradually and
deliberately created an expansive right to health by
building on explicit articles in the Constitution,
including the protection of human life (article 21)
and the right to social security protection (article
73), as well as international instruments to which
Costa Rica was a signatory.”* Under Costa Rican
law, international instruments have an “almost
supra constitutional value,” which allows the Sala
IV to amplify and add to the existing explicit rights
contained in the Constitution.>* By the mid-1990s,
court jurisprudence effectively created an expan-
sive, justiciable “fundamental right” to health, but

FIGURE 1. Sala IV’s total and amparo caseload, 1998-2016

with explicit financial limitations that the court
considered in its rulings. By way of an example, in
1992 the Sala IV rejected an amparo claim filed by
the president of the Association for the Struggle
against AIDS, Jacobo Schifter, on behalf of people
living with HIV/AIDS, demanding that the public
health care system provide free access to azidothy-
midine. The court’s unanimous decision accepted
the Caja’s argument that azidothymidine was not a
cure for HIV/AIDS and that “the cost of purchasing
the drug implies a very large sacrifice for [the Caja],
which does not have a budget committed to such
ends.™ The court noted the ethical dilemma of re-
quiring the purchase of azidothymidine, pointing
out that other people in similarly delicate or termi-
nal situations had no access to budget allocations
for their medications. It argued that this “aspect
cannot be left unnoticed, as there are certain dis-
eases for which there are still no budgets committed
to them and, from that perspective, to demand that
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the Caja disregard certain other programs to assist
those suffering from AIDS, no matter how hard it
seems, is not reasonable.™

In 1997, however, the court changed tracks,
issuing a decision ordering antiretroviral medi-
cations to be provided to people living with HIV/
AIDS.» As a result, the previously slow stream of
health rights cases quickly became a flood and
ushered in the full judicialization of health care
in Costa Rica. According to Carlos Zamora, an
actuarial scientist at the Caja, the 1997 HIV/AIDS
decision was central to the development of the
Sala IV’s right to health jurisprudence; the legal
arguments “served as a model that has shaped the
field of health rights.”® In its decision, the court
articulated its most expansive understanding of the
right to health: “What good are the rest of the rights
and guarantees ... if a person cannot count on the
right to life and health assured? In the years
following this decision, the court increasingly and
consistently dismissed the Caja’s arguments that
some medications were prohibitively expensive and
should not be provided. Finally, in 2007, it issued
a decision categorically stating that the Caja could
not use “eminently economic reasons” to decline
to fill a patient’s prescription when the prescribed
medicine falls outside the Caja’s official list of med-
ications (LOM).>® The rapid growth in successful
health rights litigation sparked a growing chorus of
complaints concerning the financial burden on the
Caja, which was forced to pay for medications that
its own medical experts had already evaluated and
declined to include in the LOM.»

Studies of the financial impact of the court’s
decisions repeatedly invalidate the Caja’s allegation
that costs incurred from compliance with these
decisions are bankrupting the health system or
causing an unwanted re-equilibration of expendi-
tures. Indeed, a 2009 study sponsored by the Caja
itself revealed that the total cost of providing all
successfully litigated medications amounted to less
than 1% of the institution’s medication budget.
Similar studies undertaken by other researchers,
not affiliated with the Caja, corroborate the Caja’s
initial results.

FOCUS ON LATIN AMERICA, 79-91

The new process for constitutional health rights
adjudication for medications

The 2014 article closes by noting that the Sala IV
recognized its lack of medical technical expertise
and initiated a collaborative program with an inter-
national agency, the Cochrane Collaboration, with
the support of the World Bank Institute.» The Co-
chrane Collaboration, named for Scottish doctor
Archie Cochrane, is a UK-based not-for-profit in-
ternational collaboration of 37,000 medical experts
from over 130 countries. The experts collaborate to
“produce credible, accessible health information
that is free from commercial sponsorship and other
conflicts of interest.” This partnership allowed the
court access to evidence-based medicine databases
in the Cochrane library that could be used in cases
where the lawsuit involved a claim for a specific
medication. As part of the agreement, in mid-2014,
two groups of law clerks from the Sala IV—includ-
ing two of the authors of this article (Morales and
Rodriguez)—and forensic doctors attended a two-
week workshop on how to use the Cochrane Library
and other medical databases to assess medications
that were the subject of litigation. It is noteworthy
that Cochrane reviews typically summarize only
the quality of evidence for a proven treatment ef-
fect of a new medication. A comprehensive health
technology assessment (HTA) is necessary for a
tull assessment of evidence on cost-effectiveness
and other organizational and ethical aspects of
introducing the new technology in question. To
overcome some of these limitations, the training
was designed to teach law clerks to read and under-
stand the latest available scientific evidence, how
to interpret medical data and statistics, and how
to analyze the benefits and weaknesses of specific
medications for patients.

In the second half of 2015, the Sala IV imple-
mented its new procedure for medication cases,
which effectively diminished the court’s previous
reliance on the testimony of patients’ treating phy-
sicians rather than evidence from the Caja.» The
process replaced a “dogmatic approach of a med-
ical case by a treating physician” with one more
reliant on evidence-based medicine.* This system
has proven a novel way to substantiate health rights
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cases before rendering a final ruling and to publicly
address the criticisms leveled against the Sala IV’s
health rights jurisprudence for being technically
and scientifically uniformed. This new approach to
medication cases is not the result of an amendment
to Costa Rica’s legal framework; rather, it is a court-
led initiative to improve the court’s performance
using evidentiary rules that allow it to find new
facts or information, at no cost to claimants, to
deliver fair and balanced decisions.

The new process begins when a treating doctor
prescribes a medication for a patient that is not part
of the official LOM drawn up by the Caja’s phar-
macopoeia committee. In order to litigate for this
medication, both the patient and the physician must
be part of the Caja health care system; moreover,
a claim may be filed with the Sala IV only after all
appeals processes in the Caja have been exhausted.
Under the court’s pre-reform process, Sala IV magis-
trates tended to accept the evidence presented by the
treating doctor as santa palabra (indisputable) and
decide in favor of the patient under the belief that
the treating doctor knows the patient’s particular
medical situation best. The new process follows the
same path as the old one to the extent that cases are
filed with the Sala IV and the court then requests
relevant supporting evidentiary and argumentative
documents from the Caja and the patient’s treating
doctor before deciding the case. In its post-reform
process, however, the court might reject the case
for technical reasons, refer it to the medicatura
forense (forensic clinic), or issue a decision without
requesting an external report for further evaluation.
As Table 1 shows, in 2016, the first full year of the
reformed process, approximately 72% of all medica-
tion cases included a request for a forensic doctor’s

report, while 28% of cases did not.

If the court requests a report from one of the
ten forensic units around the country, a Caja medi-
cal forensic doctor will provide a written evaluation.
The assigned doctor must study the patient’s medi-
cal records, perform a full physical examination of
the patient, and evaluate the appropriateness of the
claimed medication using international medical
databases. Once this is complete, the doctor must
send a written report to the Sala IV with his or her
expert opinion concerning the competing claims of
the treating doctor and the Caja with regard to the
appropriateness of the medication for the patient
in question. The court uses this report in its deci-
sion-making process. As Table 1 shows, the court
overwhelmingly accepts the conclusions of forensic
doctors: in 2016, Sala IV magistrates accepted all
forensic doctors’ reports, with the exception of one
case in which the court overruled an unsupportive
report.

Data

Although the court’s new process for deciding
medication cases started with training workshops
in mid-2014, implementation lagged until the sec-
ond half of the following year. Thus, we elected to
focus on all cases litigated in 2016, the only year
thus far in which the court has operated under the
new Cochrane Collaboration rules and for which
complete data are available. We examined all 128
cases presented to the Sala IV that year claiming
a specific medication and extracted information
for the 98 cases for which the court issued a favor-
able ruling. We then used the same framework for
priority classification that Norheim and Wilson

TaBLE 1. Forensic doctors’ reports and Sala IV decisions, 2016

Decisions granting requested medication Decisions denying requested medication
Number of cases Number of cases %

Supportive report 66 51.6

Unsupportive report 1 25 19.5

No report requested 31 24.2 5 3.9

Total cases 98 76.6 30 234

Source: Rodriguez and Morales 2018 dataset (on file with the authors)
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used in their 2014 study. This framework is based
on fairness and efficiency criteria from the public
health and priority-setting literature.»

Priority group I = High-priority interventions
Priority group II = Medium-priority interventions
Priority group III = Low-priority interventions
Priority group IV = Experimental interventions

According to this framework, an intervention for
a given condition is assigned high priority if the
condition is severe (in terms of lost life years or the
loss of quality of life in the absence of the drug in
question); if the intervention is highly effective (in
terms of improved health in terms of life years or
quality of life); and if the intervention is reasonably
cost-effective. The measure of effectiveness used in
most HTA reports and cost-effectiveness studies is
the quality-adjusted life year (QALY). To preserve
comparability with Norheim and Wilson’s 2014
study, we used the same thresholds for cost-effec-
tiveness (incremental cost per QALY gained):

cost-effective: < GDP per capita
intermediate: > GDP per capita < 3 x GDP per capita
not cost-effective: > 3 x GDP per capita

More recently, this classification has been criti-
cized, and an alternative suggestion is to classify
interventions as cost-effective if the incremental
cost per QALY gained is below 0.5 GDP per capita.*

In addition, the framework’s definition of “ex-
perimental interventions” refers to interventions
judged as experimental according to independent
experts (such as the Cochrane Collaboration) or
trusted health technology assessment agencies
(such as the National Institute of Health Care Ex-
cellence in the UK). Table 2 provides a breakdown
of our classification of the 2016 cases.

Before we consider the results of the Sala IV’s
new process for deciding medication cases, a brief
comment on the 23% unfavorable rulings (shown
in Table 3) is in order, as it helps highlight the sig-
nificance of forensic reports for the court’s decision
making. Of the 30 unfavorable rulings, 26 received
unsupportive forensic reports; final court decisions
accepted the findings of 25 of those cases. The
unsupportive reports detail that evidence-based

FOCUS ON LATIN AMERICA, 79-91

medicine shows limited benefits to the patients of
the medications claimed, that the required Caja
medication protocol has not yet been completed,
or that the patient’s medical examination reveals
possible harm from the claimed medication. For
the remaining five unsuccessful cases, no report
was requested. Those five cases were rejected for a
variety of technicalities, such as the patient filing
the case without the support of his or her treating
doctor, the patient’s death, and the patient’s failure
to attend the required medical examination at the
forensic clinic.

Results

Of the 98 successful medication cases (in other
words, those with favorable rulings) filed in 2016,
15% fell into priority group I, 17% fell into group II,
53% fell into group III, 9% fell into group IV, and
5% were unclassifiable (see Table 4). This means that
62% of successful cases could be classified as being
of clearly low priority (groups III and IV) by com-
mon standards. Medications that were assigned low
priority share some common characteristics: they
are new on the market, have a very high cost com-
pared to their benefits (often 3-5 times Costa Rica’s
per capita GDP), target severe conditions such as
cancer or rare diseases, and are similarly disputed
in countries with much higher levels of health care
spending (such as the UK and Norway).

Discussion

Table 4 presents the priority classifications of
successful medication claims from 2008 and
2016—that is, cases filed both before and after
the rollout of the Sala IV’s new system relying on
independent expert advice. We found that a lower
proportion of experimental cases were successful in
2016 (9%) compared to 2008 (22%). The proportion
of high-priority cases increased from 3% in 2008 to
15% in 2016, while the proportion of medium-prior-
ity cases went down. Low-priority cases remained
relatively stable between the two periods.
Although many other factors may explain
this change, the reduction in successful cases
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TABLE 2. Priority classification of cases, 2016*

Medicine Number | Priority classification
of cases
Generic name Trade name I 11 III v N/A**
Abiraterone Zytiga 8
Bosentan Tracleer 7 7
Pertuzumab Perjeta 7 7
Riociguat Adempas 6 6
Sorafenib Nexavar 4 4
Sunitinib Sutent 4 4
Vemurafenib Zelboraf 4 4
Axitinib Inlyta 4 4
Levetiracetam Keppra 3 3
Natalizumab Tysabri 3 3
Bevacizumab Avastin 3 3
Clexane Lovenox (low-molecular Heparin) 3 3
Brilinta Ticagrelor 2 2
Krizotinib Xalkori 2 2
Tiotropium bromide Spiriva 2 2
TDMI1 - Trastuzumab Kadcyla 2 2
Pemetrexed Alimta 2 2
Enzalutamide Enzalutamide 2 2
Sofosbuvir Sovaldi 2 2
Everolimus Afinitor 2 2
Adalimumab Humira 1 1
Pyridostigmine Mestinon 1 1
Methylphenidate Ritalin 1 1
Topiramato Topomax 1 1
Cetuximab Erbitux 1 1
Fulvestrand Faslodex 1 1
Gabapentin Neurontin 1 1
Gosereline Zoladex 1 1
Ibrutinib Imbruvica 1 1
Tloprost Ventavis 1 1
Leflunomida Arava 1 1
Mesalazin Pentasa 1 1
Mycophenolate mofetil Mycophenolate mofetil 1 1
Omalizumab Xolair 1 1
Omeprazol Losec 1 1
Oxcarbamazepine - Trileptal | Trilpetal 1 1
/ Lamotrigina (lamictal)
Pramipexol Sifrol/Mirapex 1 1
Riluzole Rilutek and Teglutik 1 1
Romioplostin Nplate 1 1
|
8e JUNE 2018 VOLUME 20 NUMBER 1 Health and Human Rights Journal
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TABLE 2. Continued
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Medicine Number of | Priority classification
cases
Generic name Trade name I I III v N/A**
Ruxolitinib Jakavi 1 1
Tadalafil Cialis / Adcirca 1 1
Lenalidomide Revlimid 1 1
Temozolomida Temodar 1 1
Tenoxicam Mobiflex 1 1
Vandetanib Caprelsa 1 1
Ombitasvir, paritaprevir, Viekira 1 1
and ritonavir
Total 98 15 17 52 9 5

* References available on request from the authors
**N/A no evidence found

for experimental drugs could be a result of more
thorough, independent expert assessment. From a
health systems and health policy perspective, this
change might indicate a positive development. Yet
we find that the proportion of low-priority medica-
tions is high (more than 50%) and relatively stable.
These are medications that are typically new on the
market, are not reimbursed in the public system,
and have very high prices and low cost-effective-
ness. This finding is unsurprising, since Cochrane
reviews do not include considerations on cost-effec-
tiveness and the court still maintains its belief that
its decisions do not impose undue financial costs
on the Caja’s medications budget. A comprehensive
HTA is needed for an assessment of evidence on
cost-effectiveness. One possible interpretation of
the results concerning successful cases is that the
court is better informed than before about whether
a new medication is proven to be effective, but not
better informed about its cost-effectiveness. Anoth-
er interpretation might be that the court has this
information but chooses not to take it into account.
The low-priority medications are well known in the
HTA and priority-setting literature from Europe,
such as in the UK and Norway. Several of them
have not been prioritized in these countries, or at
least not before undergoing substantial price reduc-
tions. Information about their cost-effectiveness in
a European context is relatively easy to find from
HTA databases.

We note two possibly negative implications
from our findings. First, favorable court decisions
for very costly new medications may undermine
the opportunity for the Caja to engage in price
negotiations with pharmaceutical
European countries have been successful in ob-
taining substantial price reductions through the
strict and systematic use of comprehensive HTAs
and through a clear system for priority setting.
This favor patients in the long run, as lower prices
benefit the health system and, as a consequence, its
users. Second, we found fewer successful cases than
one would expect based on the incidence of certain
diseases that require particular medications. One
possible interpretation is that many other patients
in similar situations may not have received the
treatment in question. Historically, though, the
Caja has sometimes updated its LOM in response to
increasing numbers of successful amparos seeking
specific medications. For example, after the suc-
cessful 1997 antiretroviral case and the following
avalanche of cases, the Caja included antiretroviral
medications in the LOM, thus extending coverage
to people who did not go to court. It is also possible
that patients who would have been denied access
to non-LOM medications via litigation might have
received them from the Caja through an adminis-
trative procedure instead. Indeed, the Caja can and
does provide non-LOM medications to patients on
a case-by-case basis. The cases that end up at the
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TaBLE 3. Unsuccessful medication claims filed with the Sala IV, 2016

Sildenafil and Bosetan (current
treatment)

medications

Decision Medication being claimed Forensic report conclusion Basis of the
court’s decision
2016000345 Switch from conventional to Insufficient medical information to support claim Merits
Determir and Aspart insulin
2016000834 Abiraterona Patient must be treated with other medications before using Merits
Abiraterona
2016000880 Abiraterona Patient must be treated with other medications before using Merits
Abiraterona
2016001589 Rituximab No report; claimant incorrect about denial of treatment; Caja already | Technical
provided medication
2016002248 Tacrolimus generic medication No report; Caja treating doctor did not support the patient’s claim Technical
instead of Prograf
2016002591 Sunitunib Patient did not present at the forensic medical evaluation Technical
2016001898 Pregabalina Treating doctor failed to show that the medication was appropriate at | Technical
the time of the request
2016002179 Bevacizumab No report; Caja treating doctor did not support the patients claim Technical
2016005626 Pertuzumab Unsupportive report Merits
2016005288 Sorafenib Report requested; patient died Technical
2016005313 Xofigo (Radio 223) Patient will not benefit from drug Merits
2016005473 Tramadol Medical handling of the patient is correct and must start lowering Merits
medication doses
2016006212 Febuxostat instead of Alopurinol Patient must follow an allergen immunotherapy (desensitization) to | Merits
(LOM) alopurinol
2016005397 ARAVA No report; Caja treating doctor did not support the patient’s claim Technical
2016008468 Fingolimod There are several approaches to the patient’s illness; the requested Merits
drug is not first in line
2016008252 After 9 months of Plavix 75 No report; Caja treating doctor did not support the patient’s claim Technical
Clopidogrel, Caja doctor switched
to Children’s aspirin
2016008722 Fingolimod Patient must complete therapeutic treatment based on interferons; if | Merits
unsuccessful, then Fingolimod
2016008724 Sorafenib Insufficient information to conclude patient will benefit from drug | Merits
2016009295 Plavix (Clopidogrel) Insufficient information to conclude patient will benefit from drug Merits
2016009933 Fingolimod Patient has not concluded treatment with Interferon Beta 1B Merits
(Betaferon)
2016010130 Infliximab Greater probability of harm than benefit to patient Merits
2016011368 Fulvestrant No benefit to changing current treatment (Anastrazole) Merits
2016011724 Topiramato No benefit to changing current treatment (Gabapentina) Merits
2016013835 AxitiniborInlyta Unsupportive report; patient withdrew legal claim Technical
2016012425 Bevacizumab Medication has not been prescribed with other non-LOM drugs; it | Merits
works in conjunction with other medications
2016011785 Teriparatida Incomplete administrative process Technical
2016013842 Nab-Pacitaxel in combination with | Evidence-based medicine does not support any benefits combining | Merits
gemcitabine Gemcitabine (patient’s treatment) with Nab-Pacitaxel
2016015736 Sorafenib Patient did not present at the forensic medical evaluation Technical
2016016217 Clopidogrel Sandoz Incomplete administrative process Technical
2016019046 Combining Iloprost (new) with No evidence to support benefits from the combination of such Merits

Source: Rodriguez and Morales 2018 dataset (on file with the authors)
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Sala IV tend to be the more difficult ones, such
as those in which a local Caja committee might
side with the treating doctor but the central Caja
committee might reject that recommendation and
deny the medication. Thus, it is difficult to know
what the exact budget impact of the low number of
successful cases for each type of medication might
be or to assess whether that impact is negative from
a health system, legal, and ethical perspective: it is
not entirely clear if persons with the same condition
are necessarily being treated equally. Another way
to look at the issue is that if a patient wins access to
a specific medication for his or her condition, then
a similarly situated patient denied that medication
by the Caja will be able to subsequently litigate for
the same medication.

Finally, this study suggests that the court
may need to go beyond the Cochrane Collabo-
ration and undertake comprehensive HTAs to
evaluate whether a particular drug should be pri-
oritized. Such evaluations are easily available from
many countries, and the same drugs are assessed
everywhere. This challenge is not national but
international. A regional collaboration for rapid
HTAs, horizon scanning, and translation of HTAs
from other countries and a review of their recom-
mendations could improve the situation further.
Involving the Cochrane Collaboration and forensic
doctors is a positive first step, but more can be done.

Strengths and limitations

Although this article is, to the best of our knowl-
edge, the first to evaluate Sala IV decisions from

TABLE 4. Favorable Sala IV decisions, pre- and post-reform

FOCUS ON LATIN AMERICA, 79-91

a priority-setting perspective both before and
after the court’s reform expanding the use of ev-
idence-based medicine, our findings should be
interpreted with caution. Due to lack of detailed
information, we classified the cases according to
typical outcomes for the average patient in need of
the relevant medication. Particular individual cir-
cumstances that could, on medical grounds, favor
or disfavor the person in question were not taken
into account.

We would also like to note that the court is not
obligated to request expert medical advice on each
case or to follow the recommendations contained
in those reports. However, the court tends to follow
the vast majority of these recommendations when
requested; and when such reports are not request-
ed, it generally follows the recommendation of the
patient’s treating doctor (as was the case before the
Cochrane Collaboration reforms). But our study
concerns the question only of fairness and not of
costs, and it is limited to claims for medications not
included in the Caja’s official list of medications.
While medications are an important and potentially
expensive subcategory of health rights cases, they
are not the universe of those cases. Litigation for sur-
geries, other treatments, and waiting lists is growing
rapidly and taking up more of the court’s docket, but
for these cases the court does not request third-party
expert reports to inform its decisions.

Our method is based on available evidence,
and we use explicit criteria grounded in theories of
fair priority setting in health. Our assessment, in-
terpretation, and classification of the evidence into

Year Priority classification

Litigation success
rate

I

1I

III

v

N/A

2008

3%

27%

49%

22%

57.9%

2016

15%

17%

53%

9%

5%

76.6%

Note: 2008 data consisted of a random sample, whereas 2016 data included all cases with a favorable ruling
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priority groups involves discretion. There is some
agreement on priority criteria, but reasonable peo-
ple may disagree on their relative weight and on the
classification of new medications. Every system of
priority classification is bound to be controversial.
Therefore, we do not regard our classification as the
“gold standard,” and we invite further independent
scrutiny; nonetheless, we believe our conclusions
to be relatively reasonable. Finally, we would like
to note that priority classification is based on data
from other countries. Issues related to variabil-
ity and comparability of cost, process, and use of
health personnel may limit the transferability of
results from HTAs in one country to another. How-
ever, some of the new medications appear to have
such low cost-effectiveness that it is unlikely that
national studies would change the conclusion.
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